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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timety filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )K Responsive to communication(s) filed on 24 February 2006 . 
2a)E3 This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1.2 and 4-25 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1.2 and 4-25 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on __ is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 GFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 
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a)D All b)D Some * c)D None of: 

1 .Q Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Acknowledgment is made of the amendment filed 2/24/06. Claims pending are 1, 
2 and 4-25. Claim 3 has been cancelled. Claims 1, 18 and 20-23 have been amended. 

Claim Rejections - 35 USC§ 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 

form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 22-25 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Jackson et al. (US 6,461,644). 

Jackson et al. teach anesthetizing polymer systems polymer systems comprising 
a hydrophobic polymer (e.g. polyvinyl chloride, "PVC") and a topical anesthetic such as 
lidocaine base, prilocaine base and/or tetracaine. See Abstract; col. 15, lines 50-62; 
Examples. Jackson et al. teach that lidocaine base and prilocaine base form an oily 
liquid mixture. See col. 15, lines 50-55. The delivery systems of Jackson et al. may also 
include fatty alcohols such as lauryl alcohol or oleyl alcohol. See col. 15, line 49; col. 16, 
lines 33-37; col. 21, Example 9. The anesthetizing polymer systems of Jackson et al. 
may be used as transdermal patches for providing an anesthetizing effect for hair 
removal procedures such as laser, waxing or electrolysis. See col. 20, Example 6; col. 
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31, lines 34-42. Jackson et al. teach applying lidocaine and polymer-containing 
transdermal patch (layer) to the site to be treated, leaving it on for a sufficient time to 
produce an anesthetizing effect, and then removing the patch (layer) from the skin. See 
col. 20, Example 6. 

Thus, Jackson et al. teach each and every limitation of Claims 22-25. 
Claim Rejections - 35 USC § 103 

3. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

4. Claims 1, 2, 4-19 and 21 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Kaplan (US 4,052,513) in view of Smith (US 5,874,074), both of 
record. 

Kaplan teaches topical oil-in-water emulsions containing, in an oil phase, 0.5- 
15% of benzocaine solubilized in ester solubilizers of the instant invention. See 
Abstract; col. 1, lines 45-60; Example I. These solubilizers are used in concentration of 
5-40% and impart desirable emollient properties to the compositions. See col. 1, lines 
30-44, 56-60. The compositions of Kaplan may contain polyethylene glycol, 
polyethylene glycol esters having MW of 200-600, thickeners such as xanthan gum, 
viscosity control agents such as paraffin and other cosmetic materials. See col. 2. The 
reference does not teach copolymers and plant oils of the instant claims. However, 
Smith teaches using PVP/hexadecane copolymer (Ganex V-216) as well as other PVP 
copolymers as barrier polymers "to form an occlusive or semi-occlusive film-like barrier 
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on the surface of the skin to prevent evaporative loss of moisture from the skin, and 
protect the skin against environmental irritants" in topical formulations. See col. 4, lines 
5-28. Further, the compositions of Smith may contain 0.05-1.5% of floral oils as 
fragrances "for cosmetic purposes." See col. 6, lines 35-48. Therefore, itMpuld have 
been obvious to ofie. having ordinary skill in the art at the time the invention was made 
to modify the compositions of Kaplan such that to employ PVP copolymers such as 
PVP/hexadecane copolymer. One having ordinary skill in the art would have been 
motivated to do this to obtain an occlusive or semi-occlusive film-like barrier on the 
surface of the skin to..pnevent evaporative loss of moisture from the skin>-and^rotect 
the skin against envramental irritants as suggested by Smith. Further, it would have 
been obvious to one having ordinary skill in the art at the time the invention was made 
to modify the compositions of Kaplan such that to employ floral oils. One having 
ordinary skill in the art would have been motivated to do this to obtain fragrancing 
effect as suggested by Smith. ".. 
5. Claim 20 is rejected^ nder 35 U.S.C. 103(a) as being unpatentable over Jcfckson 
et al. (US 6,461,644). 

Jackson et al. applied as above. With respect to Claim 20, Jackson et al. does not 
explicitly teach applying the anesthetizing polymer patches (layers) to the scalp. 
However, the anesthetizing me^fod of Jackson et al. is suitable for removing hairSrom 
the skin by laser treatment, waxing or electrolysis, as discussed above. One skilled in 
the art would reasonable expect that the method of Jackson et al. is suitable for the 
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hair removal from any part of the body, including scalp. Therefore, it would have been 
prima facie obvious to one having ordinary skill in the art at the time the invention was 
made to modify the anesthetizing method of Jackson et al. such that to use it for hair 
removal from the scalp. One having ordinary skill in the art would have been motivated 
to do this because the method produces a sufficient block to withstand the treatment 
without pain, as suggested by Jackson et al. (see Examples). 

Response to Arguments 

6. Applicant's arguments with respect to Claims 20 and 22-25 have beep considered 
but are moot in view of the new ground(s) of rejection necessitated by amendment. 
The previous rejections of Claims 20 and 22-25 have been withdrawn in view of the 
Applicant's amendment of Claims 20 and 22. 

7. Applicant's arguments with respect to Claims 1, 2, 4-19 and 21 have been fully 
considered but they are not persuasive. 

The Applicant argues: 

"Thus, Kaplan and Smith both teach composition that they each independently 
classify as oil-in-water emulsions. As known to those of skill in the art, oil-in- 
water emulsions consist of a continuous phase (water) and a disperse phase 
(oil), and typically have the consistency of milk or lotion. In contrast to the 
teachings of Kaplan and Smith, Applicants have amended claims 1 and 21 to 
recite oil-based formulations. Oil-based formulations are different from an oil-in- 
water emulsion in that no emulsion is formed and water is not used as a 
continuous phase. Because Kaplan and Smith fail to teach or suggest oil-based 
formulations, the references, alone or in combination, fail to render obvious 
Applicants claimed invention." See p. 7 of the reply. 
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In response, the instant specification defines "oil-based formulation" as those 
containing "both a therapeutically effective amount of a solubilized topical anesthetic 
and scalp/skin conditioning oils." See [0009]. Further, instant Claim 19 recites that the 
formulation "is a lotion". The formulations of Kaplan can be considered "oil-based" 
because they contain oily substances such as ester solubilizers (col. 1, lines 46-60), 
cetyl alcohol, lanolin (col. 2, line 24) and paraffin (col. 2, line 28). Further, it is noted 
that the features upon which applicant relies (i.e., the claimed formulation is not an 
emulsion and water is not used as a continuous phase) are not recited in the rejected 
claim(s). Although the claims are interpreted in light of the specification, limitations 
from the specification are not read into the claims. See In re Van Geuns, 988 
F.2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

Conclusion 

8. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. US 5,993,836; US 5,853,709. 

9. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
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mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however,, will the statutory period for reply expire 
later than SIX MONTHS from the date of this final action; — ■ - 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Marina Lamm whose telephone number is (571) 272- 
0618. The examiner can normally be reached on Mon-Fri from 11am to 7pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Johann R. Richter, can be reached at (571) 272-0646. 

The fax phone number for the organization where this application or proceeding 
is assigned is (571) 273-8300. Information regarding the status of an application may 
be obtained from the Patent Application Information Retrieval (PAIR) system. Status 
information for published applications may be obtained from either Private PAIR or 
Public PAIR. Status information for unpublished applications is available through Private 
PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR system, 
contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
Marina Lamm, M.S., 




Johann R. Richter, Ph.D., Esq. 
Supervisory Patent Examiner 
Technology Center 1600 



